Food and Drug Administration, HHS

its facilities, equipment, processes,
products, and records as may be nec-
essary to determine compliance with
the provisions of this part. Such in-
spections may be made with or without
notice and will ordinarily be made dur-
ing regular business hours.

(b) The frequency of inspection will
be at the agency’s discretion.

(c) The inspector shall call upon a re-
sponsible person of the establishment
and may question the personnel of the
establishment as the inspector deems
necessary.

(d) The inspector may review and
copy any records required to be kept
pursuant to part 1270.

(e) The public disclosure of records
containing the name or other positive
identification of donors or recipients of
human tissue will be handled in accord-
ance with FDA’s procedures on disclo-
sure of information as set forth in 21
CFR part 20 of this chapter.

§1270.42 Human tissue offered for im-
port.

(@) When human tissue is offered for
entry, the importer of record must no-
tify the director of the district of the
Food and Drug Administration having
jurisdiction over the port of entry
through which the tissue is imported
or offered for import, or such officer of
the district as the director may des-
ignate to act in his or her behalf in ad-
ministering and enforcing this part.

(b) Human tissue offered for import
must be quarantined until the human
tissue is released by FDA.

§1270.43 Retention, recall, and de-

struction of human tissue.

(a) Upon a finding that human tissue
may be in violation of the regulations
in this part, an authorized Food and
Drug Administration (FDA) represent-
ative may:

(1) Serve upon the person who dis-
tributed the tissue a written order that

§1270.43

the tissue be recalled and/or destroyed,
as appropriate, and upon persons in
possession of the tissue that the tissue
shall be retained until it is recalled by
the distributor, destroyed, or disposed
of as agreed by FDA, or the safety of
the tissue is confirmed; and/or

(2) Take possession of and/or destroy
the violative tissue.

(b) The written order will ordinarily
provide that the human tissue be re-
called and/or destroyed within 5 work-
ing days from the date of receipt of the
order and will state with particularity
the facts that justify the order.

(c) After receipt of an order under
this part, the person in possession of
the human tissue shall not distribute
or dispose of the tissue in any manner
except to recall and/or destroy the tis-
sue consistent with the provisions of
the order, under the supervision of an
authorized official of FDA.

(d) In lieu of paragraphs (b) and (c) of
this section, other arrangements for
assuring the proper disposition of the
tissue may be agreed upon by the per-
son receiving the written order and an
authorized official of FDA. Such ar-
rangements may include providing
FDA with records or other written in-
formation that adequately assure that
the tissue has been recovered, screened,
tested, processed, stored, and distrib-
uted in conformance with part 1270.

(e) Within 5 working days of receipt
of a written order for retention, recall,
and/or destruction of tissue (or within 5
working days of the agency’s posses-
sion of such tissue), the recipient of the
written order or prior possessor of such
tissue shall request a hearing on the
matter in accordance with part 16 of
this chapter. The order for destruction
will be held in abeyance pending reso-
lution of the hearing request.

PARTS 1271-1299 [RESERVED]

653



